Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 
SEP 3 0 2003 KOangk FS 


510(k) Summary: Aloka Model SSD-5500 V6.0 Diagnostic Ultrasound System 


This summary statement complies with 21 CFR, section 807.92 as amended March 14, 1995. 


This premarket notification has been submitted by Aloka Co., Ltd. and covers the Aloka SSD-5500 
V6.0 diagnostic ultrasound system and transducers. The address is: 


10 Fairfield Boulevard 
Wallingford, CT 06492 
(203) 269-5088 
The contact person is: Richard J. Cehovsky, RA/QA Coordinator 


The proprietary name is the Aloka SSD-5500 V6.0 diagnostic ultrasound system and transducers. The 
common name for this type of device is a diagnostic ultrasound system and transducers. 


The item in this submission is covered under the following classification: 


90 IYN Ultrasonic Pulsed Doppler Imaging System 21 CFR 892.1550 
90 ITX Diagnostic Ultrasound Transducer 21 CFR 892.1570 
90 IYO Ultrasonic Pulsed Echo Imaging System. 21 CFR 892.1560 


The above as stated in 21 CFR, part 892.1570, 1560 and 1550, has been classified as regulatory Class 
I. 

The Aloka SSD-5500 V6.0 and its transducers are substantially equivalent to its predicates; the Aloka 
SSD-1700 and SSD-5500 Versions 3.1, 4.2 and 4.2.2 and its transducers. 


The Aloka SSD-5500 V6.0 functions in the same manner as other diagnostic ultrasound devices. High 
frequency sound waves are transmitted into the body by a piezo-electric transducer. In the body, 
differences in the acoustic impedance of different tissues reflect a certain amount of the ultrasound 
energy back to the transducer, where it is transmitted via the probe cable to the system console and 
processed into an image. The Aloka SSD-5500 V6.0 transducer can also use the Doppler shift of 
sound reflected from moving tissues (blood) to detect and display flow. 


The Aloka SSD-5500 V6.0, like other Aloka marketed diagnostic ultrasound systems and transducers 
are indicated for imaging body structures to aid in the diagnosis of disease or abnormality. 


The Aloka SSD-5500 V6.0 diagnostic ultrasound system and transducers are similar in technological 
characteristics to Aloka’s initial predicate ultrasound system: SSD-1700 (K963616) as well as Aloka’s 
SSD-5500 Ver.3.1 (K992663), SSD-5500 Ver.4.2 (K002784/ K011457) and SSD-5500 Ver. 4.2.2 
(K011315). 


e The SSD-5500 V6.0 is indicated for the same diagnostic ultrasound applications to Aloka’s 
ultrasound systems: SSD-1700 (K963616), SSD-5500- V3.1, V4.2 , V4.2.2. 


e The SSD-5500 V6.0 has the same gray-scale and Doppler abilities to Aloka’s ultrasound systems 
as mentioned above. 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


510(k) Summary: Aloka Model SSD-5500 V6.0 Diagnostic Ultrasound System 


e The SSD-5500 V6.0 uses essentially the same technologies for imaging, Doppler functions and 
signal processing as the following products currently marketed by Aloka : SSD-1700 - (K963616) 
and SSD-5500- V3.1, V4.2 and V4.2.2 . 


e The SSD-5500 V6.0 has the same method of use as the following products currently marketed by 
Aloka: SSD-1700 - (K963616) and SSD-5500-V3.1, V4.2 , & V4.2.2. 


e The SSD-5500 V6.0 acoustic power output levels are below the maximum levels allowed by the 
FDA. 


e The SSD-5500 V6.0 is subjected to the same Quality Assurance systems in development and 
production as other products currently marketed by Aloka such as the: SSD-1700 -(K963616) and 
SSD-5500- V3.1,V4.2, & V4.2.2. 


e The patient contact materials used in the SSD-5500 V6.0 have been evaluated for safety via the 
same standards and methods as the above mentioned products marketed by Aloka. These materials 
have been found to be safe for the intended uses. 


e The SSD-5500 V6.0 complies with electrical and physical safety standards as other products 
currently marketed by Aloka such as the: SSD-1700 - (K963616) and SSD-5500- V3.1, & V4.2, 
V4.2.2. 


e Aloka Co., Ltd. Certifies that the SSD-5500 V6.0 complies with NEMA-UD2: 1992, AIUM 1994 
“Acoustic Output Labeling Standard for Diagnostic Ultrasound Equipment", [EC-60601-1 (2001- 
09 Class A), UL 2601-1, 2™ edition (1997), Part 1, 2" edition including Amendments 1&2 and 
1SO010993-1:1997. All testing has been completed and the results meet the requirements of the 
standards above. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 


Food and Drug Administration 


SEP 3 0 2003 9200 Corporate Boulevard 


Rockville MD 20850 


Mr. Donald James Sherratt 
Medical Stream Director 

Intertek Testing Services NA, Inc. 
70 Codman Hill Road 
BOXBOROUGH MA 01719 


Re: K032875 
Trade/Device Name: Aloka SSD-5500 V6.0 Diagnostic Ultrasound System 
Regulation Number: 21 CFR §892.1550 
Regulation Name: Ultrasonic pulsed doppler imaging system 
Product Code: 90 IYN 
Regulation Number: 21 CFR §892.1560 
Regulation Name: Ultrasonic pulsed echo imaging system 
Product Code: 90 IYO 
Regulatory Class: II 
Dated: September 11, 2003 
Received: September 15, 2003 


Dear Mr. Sherratt: 


We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and we have determined the device is substantially equivalent (for the 
indications for use stated in the enclosure) to legally marketed predicate devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of the 
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to 
the general controls provisions of the Act. The general controls provisions of the Act include 
requirements for annual registration, listing of devices, good manufacturing practice, labeling, 
and prohibitions against misbranding and adulteration. 


This determination of substantial equivalence applies to the following transducers intended for 
use with the Diagnostic Ultrasound System, Model SSD-5500 V 6.0, as described in your 


premarket notification: 


Transducer Model Number 


ASU-67-10/7.5 UC140P-ALS5 UCT140-AL-5 UST-533 
UST-547 UST-672-5/7.5 UST-675P UST-995-7.5 
UST-987-7.5 ASU-1000C-3.5 ASU-1001 ASU-1002 


ASU-1005 UST-2265-2 UST-5268P-5 UST-5271S-5 
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UST-5276-5 UST-5280-5 UST-5281-5 UST-5286-2.5 
UST-5287-3.5 UST-5293-5 UST-5294-5 UST-5296 
UST-5524-5 UST-5524-7.5 - UST-5526L-7.5 UST-5531 
UST-5534T-7.5 UST-5536-7.5 UST-5539-7.5 UST-5543 
UST-5545 UST-5548 UST-5712 UST-5713T 
UST-9101-7.5 UST-9102-3.5 UST-9104-5 UST-9114-3.5 
UST-9115-5 UST-9118 UST-9119 UST-9120 
UST-9121 UST-9126 UST-9128 UST-52101 
UST-52104 UST-52108 UST-52109 UST-MC11-8731 


If your device is classified (see above) into either class II (Special Controls) or class IH (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 


Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. 


This letter will allow you to begin marketing your device as described in your premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus permits your device to 
proceed to market. 


If you desire specific advice for your device on our labeling regulation (21 CFR Part 801, please 
contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the 
promotion and advertising of your device, please contact the Office of Compliance at (301) 594- 
4639. Also, please note the regulation entitled, “Misbranding by reference to premarket 
notification” (21 CFR Part 807.97). Other general information on your responsibilities under the 
Act may be obtained from the Division of Small Manufacturers, International and Consumer 
Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597 or at its Internet address 
“http://www.fda.gov/cdrh/dsmamain.html”. 
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If you have any questions regarding the content of this letter, please contact Mr. Rodrigo Perez 
(301) 594-1212. 


Sincerely yours, 


V low ce in Progen 
Nancy C. Broégdon © 
Director, Division of Reproductive, 

Abdominal and Radiological Devices 
Office of Device Evaluation 


Center for Devices and 
Radiological Health 


Enclosures 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


4.3.1 
Diagnostic Ultrasound Indications for Use Form 
SSD-5500 V6.0 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


odes of operation 


Clinical Application A Amplitude Color Combined Other 
Doppler Velocity (specify) (specify) 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/P WDiIntraoperative 
applications: include liver, pancreas and gall bladder. Small parts applications include breast. testes 


and thyroid. 


| 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
ASU-67-10/7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Clinical Application A 


Opthalmic 
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Modes of operation me 
CWD Amplitude Color Combined Other { 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD. 
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(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


acy C. 
(Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices 
21 510k) Number LL32815_ 
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Diagnostic Ultrasound Indications for Use Form 
UC140P-AL5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Color 
Doppler 


Color 
Velocity 
Imaging 
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Combined 
(specify) 
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(specify) f 


PWD | CWD Amplitude 


T> 


| Opthalmic 
1 Abdominal 


i 
H 
i 
\ 
t 


Intraoperative (specify) 


| Intraoperative Neurological 


Pee 
ators 
m 
Cae eee 
aes! 
| 

: 


| Transesophageal 
De A 
i el 


| 


Transurethral 


` | Peripheral Vascular 

Í Musculo-skeletal 

H Conventional 
Musculo-skeletal 

} Superficial 

Lae 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD. 
Intraoperative applications: liver, pancreas and gall bladder 2 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
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Diagnostic Ultrasound Indications for Use Form 
UCT140-AL-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation —_ 


CWD Color | Amplitude 
Doppler Doppler 


Color 
Velocity 
Imaging 


Combined 
(specify) 


Other 
(specify) 
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See Below 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Intraoperative applications: include liver, pancreas and gall bladder. c ga 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
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Division of Repr ive 
and Radiological Devices 


Aloka Co., Ltd. Model SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-533 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation i i 
CWD | 


Amplitude Color Combined Other | 
Doppler Velocity (specify) | (specify) 
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= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD,B/Bflow/P WD 
Intraoperative applications: liver, pancreas and gall bladder. 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
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Diagnostic Ultrasound Indications for Use Form 
UST-547 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


| 


Modes of operation 


Color 
Velocity 
Imaging 


Combined 
(specify) 


Color Amplitude 
Doppler Doppler 
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(specify) 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD. 
Intraoperative applications: include liver, pancreas and gall bladder. Small Organ applications: breast, 
testes, thyroid ~ 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109 
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Diagnostic Ultrasound Indications for Use Form 
UST-672-5/7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Color Amplitude 
Doppler Doppler 


CWD Combined 


(specify) 
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(specify) 


Color 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/P WD. 
intraoperative applications: abdominal, bladder, pancreas and gall bladder. ` 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


and Radiological Devices 7 S 
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Diagnostic Ultrasound Indications for Use Form 
UST-675P 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Clinical Application PWD | CWD Color Amplitude Color Combined Other 
Doppler Velocity (specify) (specify) | 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
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Diagnostic Ultrasound Indications for Use Form 
UST-995-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


PWD | CWD Color Amplitude Color Combined Other 
Doppler Velocity (specify) (specify) | 
Imaging 


ia a a ek ea 
ec Re a a a 
sae] as a A (A EE 
Ecce Oe ia es 
i Intraoperative Neurological (ir (ale ari FT FS 
Fe an a i E E 
ec R E 
ee a 
a E E E S 
Co eeN ENUN 
e Dc el 
a ae ea 
Gs eo apa es 
a i Ce 
ae i a 
ie a aa 
Ca Ga ee 
ae ee 
Ce i a a 
[ee Ce a De Ee 


eee. Vascular 


| Conventional 
| | Sue erficial 


~ N= new ind indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD. 
Applications: Intraoperative: liver, pancreas and gall bladder. Small Organ: breast, testes, thyroid. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 80 
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Diagnostic Ultrasound Indications for Use Form 
UST-987-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


EE 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


Intraoperative applications: include liver, pancreas and gall bladder. - 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
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Division of Reproductive, Abdominal, 
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510{k) Number LAB 2ITS _ 
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Diagnostic Ultrasound Indications for Use Form 
ASU-1000C-3.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


CwD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) | (specify) 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
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(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
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Diagnostic Ultrasound Indications for Use Form 
ASU-1001 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
Color Amplitude Color Combined Other | 
Doppler Doppler Velocity (specify) (specify) | 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801,109) 
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Diagnostic Ultrasound Indications for Use Form 
ASU-1002 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
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Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
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C. 
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Diagnostic Ultrasound Indications for Use Form 
ASU-1005 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Medes of operation 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
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Diagnostic Ultrasound Indications for Use Form 
UST-2265-2 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


m Modes of operation 


Color | Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) | (specify) 
Imaging 
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ie 
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ie 
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See Below 


| Transurethral 
beanie 
i z 


N= new indication; P= previously cleared by FDA; E= red by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.1 
p ( ty l 


{Division Sign- 

Division of Reproductive, Abdominal, 

and Radiological Devices a 
510(k) Number  KEBZS7S 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5268P-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


wis i 


Modes of operation 


Combined 
(specify) 


Other 
(specify) 


Color 
Velocity 
Imaging 


CWD Color | Amplitude 


Clinical Application 
Doppler 


eean Pe o 
| Abdominal = pe 
| Intraoperative (specify) o P 
ee eee Neurological ma Re 


ma 


See Below 
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— 

| Conventional 

Superficial 
N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Applications: Neurological burr hole, Intraoperative: liver, pancreas, gall bladder, 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.1 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices se 
510(k) Number —— —— KIRIS 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5271S-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


= 


odes of operation 
CwD Color Amplitude Color Combined Other 
Doppler 


Clinical Application A PWD 
Doppler Velocity (specify) | (specify) 


Imaging 
| Opthalmic =~ 


E 
Eoma 
mo 
| Pediatric 
boaa 
| 


See Below 


mee 


Musculo-skeletal 
Conventional 
Musculo-skeletal 
Superficial 


KOE eee ees 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off) 
Division of Reprodictive, Abdo nal, 
and Radiological Devices 


510(k) Number a LL BZAS 
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Aloka Co., Ltd. Mode! SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5276-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Combined 
(specify) 


Other 
(specify) 


Color 
Velocity 
Imaging 
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saat oe GT 


| Neonatal Cephalic 


H Adult Cephalic mm 
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Í Musculo-skeletal 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
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(Division Sign- 
Division of Reproductive, Abdominal, 


and Radiological Devic a 
510{k) Number oe KORETS E 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5280-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
eee A 


Color 
Velocity 
Imaging 


Combined 
(specify) 


Color 
Doppler 


Amplitude 
Doppler 


Other 
(specify) | 


Intraoperative (specify) 


Intraoperative Neurological 


Pediatric 


Small Organ (specify) 


| Neonatal Cephalic Oo] 


Cardiac 
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Transesophageal mir 


|} Musculo-skeletal 
Conventional 


Musculo-skeletal 
| Superficial 


7 ce | 
= 
N= new indication; P= previously cleared by FDA; E= added under Appendix E 


r 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off) 
Division of Reproductive, Abdominal 
and Radiological Devices 


510{k) Number 1323 75 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 610(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5281-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


D Color Amplitude Color Combined Other = 
Doppler Doppler Velocity (specify) (specify) } 
Imaging 


| Clinica Application 


BE 


| Tatraoperative (specify) 
| Intraoperative Neurological 


| Pediatric 
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| Small Organ (specify) 


f Neonatal Cephalic 
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fcc eal 


| adute Cephalic 
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| Transrectal 


| Transvaginal 


| Transurethral 


| Intravascula r 


M usculo-skeletal 
| Couventional 
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| Sug erficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 804,199) 


cl. 4 


(Division Sign- 
Division of Reproductive, Abdominal. 


and Radiological Devices 5 
510k) Number ___ 2423S Z379 22 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5286-2.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Clinical Application PWD | CWD | Color | Amplitude Color Combined | Other 
Doppler Doppler Velocity (specify) | (specify) 
Imaging 


© 
| 
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F 
= 
B 
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Abdominal 


pace 
= 
Ea 
i Conventional 
— | 
Superficial 


[ice eae i a a S 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


See Below 
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f 


{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Vane 


( Division Sign- 
Division of Reproductive, Abdominal, 


and Radiological Devi 
510(k) Numbers KAB2I2S 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5287-3.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


a Modes of operation 
PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) | (specify) 
Imaging 


| Tateaoperadive Neurological 
aa 
ee ones 
= —— 
p 


karei Vascular 


Musculo-skeletal 
| Conventional 
Musculo-skeletal 
Sup omer 


ee new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


See Below 


ee ee ee 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-O 
Division of Reproductive, Abdominal, 
and Radiological Devices 


44 510k) Number KASZBIS 


Aloka Co., Ltd. Model SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5293-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Color Amplitude 
Doppler Doppler 


Color 
Velocity 
Imaging 


Combined 
(specify) 


Other 
(specify) | 


ENE 


Opthalmic 


ae 
| Abdominal 


| Intraoperative (specify) 


Intraoperative Neurological 


Pee 
[Sear or 
Ca ae 
e a 
ae 
| Conventional 


Musculo-skeletal 
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Superficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/P WD 
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(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-O 
Division of Reproductive, Abdominal, 


and Radiological Devices . — 
42 510k} Number _ 2375 


Aloka Co., Ltd. Model SSD-§500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5294-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation sal 
Color Color Combined Other 


Doppler Velocity (specify) | (specify) 
Imaging 


Amplitude 


| Clinical Application 
Doppler 


Í Opthalmic 
Abdominal 
Intraoperative (specify) 


Intraoperative Neurological 
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Pediatric 
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Í Transurethral 
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Intravascular 


| Peripheral Vascular 


= 
i Musculo-skeletal 

| Conventional 
Musculo-skeletal 

Superficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
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Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Applications: Neonatal . 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.1 
ty C 


(Division Sign- 
Division of Reproductive, Abdominal, 


and Radiological Devices Ji 
43 510k) Number KQ3BZB75 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5296 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


: ae 


"Modes of operati operation = = | 


CWD Coler Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) $ 
Imaging 
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| Abdominal 
| Intraoperative (specify) 
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! Intraoperative Neurological 
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| Conveatianal 


Musculo-skeletal 
į} Superficial 


Otter SY 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
Applications: Neonatal 


w 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices s5 
44 510{k) Number ___ Co ces 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5524-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


J 


Modes of operation 


Color 
Doppler 


Color 
Velocity 
Imaging 


Combined 
(specify) 


Other 
(specify) 


Amplitude 
Doppler 


| Opthalmic 


| Abdominal 


| Intraoperative (specify) 


E lee atl 
= eee 
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Transurethral 


Intravascular = 


|E eipheral Vascular See Below 


l Musculo-skeletal 
Í Coaventional 
Paena 
uperficial 
"N= new indication; P= previously cleared by FDA; E= added under Appendix E E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Small Organ applications: breasts, testes and thyroid 


I 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.1 E 


o Vanc CC: 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices 
45 510(k) Number 192? 2 o 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5524-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


ET 


Modes of operation 
| Clinical Application eee CWD Color Amplitude Color Combined 
(specify) 


Doppler Doppler Velocity (specify) 
Imaging 


CA et 
| Abdominal m 


| Intraoperative (specify) 
| 


| Intraoperative Neurological 
| 


| Pediatric 


See Below 


ii 


Small Organ (specify) E 
| Neonatal Cephalic me 
Adult Cephalic 


See Below 


Musculo-skeletal 
| Superficial 
N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Small Organ applications: breasts, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109 


tl. d 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices > 
46 510{k) Number Z 272 


Aloka Co., Ltd. Model! SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5526L-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 

| Clinical Application A PWD | CWD | Color | Amplitude Color Combined | Other 

i Doppler Doppler Velocity (specify) | (specify) 
| Imaging 


ea 


1 
j 


l} 
C 
| Transrectal 


| Transurethral 


| Intravascular 


Í Musculo-skeletal 
i Conventional 


See Below 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
Intraoperative: Liver, pancreas, gall bladder 


PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.10 
ey C. 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices __. 23°25 
510{k) Number — KGZP 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5531 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


la Modes of operation 

| Clinical Application A PWD | CWD Color | Amplitude Color Combined | Other | 
Doppler | Doppler Velocity (specify) | (specify) | 
l Imaging 
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See Below 
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all 

Superficial 

La 
N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comiments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


Intraoperative applications: include liver, pancreas and gall bladder. 7 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.10 
ty C 


{Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices CO 2 23 a 
510(k} Number fa 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5534T-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 

Amplitude Color Combined Other 
Velocity (specify) (specify) 
Imaging 
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Abdominal 
| Intraoperative (specify) 


Intraoperative Neurological 


an] 


See Below 


Pediatric 


Small Organ (specify) See Below 


Neonatal Cephalic 


Adult Cephalic 


Transesophageal 


Transurethral 


Peripheral Vascular 
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See Below 
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Musculo-skeletal 
i Conventional 


| Musculo-skeletal 
Superficial 
En a 
N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Applications: Intraoperative- liver, pancreas and gall bladder. Small parts: breast, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.1 


(Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiologica! Devices 
49 51%k) Number Q2 2325 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5536-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


CWD Color Amplitude Color Combined 
Doppler Doppler Velocity (specify) 
Imaging 


Other 
(specify) į 


Clinical Application PWD 
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| Abdominal 


| Intraoperative (specify) 
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Adult Cephalic 
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Intravascular 
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See Below 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Applications: Intraoperative- liver, pancreas and gall bladder. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109 
ty C 
(Division Sign-Off) 


Division of Reproductive, Abdominal, 
and Radiological Devices KO Z 7 3 7 g 


50 51Q{k) Number 


Aloka Co., Ltd. Mode! SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5539-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


D Color Combined Other 
Velocity (specify) | (specify) 


Imaging 
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See Below 
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Transurethral 


| Intravascular 


See Below 


Peripheral Vascular 
ee ee! 
Musculo-skeletal 
| Conventional 
| Musculo-skeletal 
Superficial 


See Below 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
Applications: Small parts: breast, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.10 


(Division Sign-Off) : 
Division of Reproductive, Abdominal, 


and Radiological Devices ie 
510(k) Number pe KB G8 LD CMA 9- 


51 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5543 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Color Amplitude Color Combined Other | 
Doppler Doppler Velocity (specify) | (specify) | 
Imaging 


| Clinical Application 
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See Below 
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See Below 


See Below 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Applications: Small parts: breast, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.1 
tyl 3 


{Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices 7 2 Ss 
510(k) Number NDeviess IBZACS 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5545 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Color 
Doppler 


Color 
Velocity 
Imaging 


Combined 
(specify) 


Other 
(specify) 


Amplitude 
Doppler 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
Applications: Small parts: breast, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE JF NEEDED) 
Concurrence of CDRH, Office of Device 501109 fac 


See Below | | 


See Below 
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See Below 


Prescription Use (Per 21 CFR 801.10 ls 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices aa. 
53 510) ine Ie ee 


Aloka Co., Ltd. Mode! SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5548 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


CWD Color Amplitude Color Combined Other 
Doppler |} Doppler Velocity (specify) | (specify) | 
Imaging 


| Clinical Application PWD 
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Intraoperative (specify) 
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i Intraoperative Neurological 


| Pediatric 


| Smali Organ (specify) 


See Below Oooo 
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See Below 


| Laparoscopic 


i Musculo-skeletal 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Applications- Small parts: breast, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
cy C.F 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices Ta 
54 510k) Number Z879 


Aloka Co., Ltd. Model SS0-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5712 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
Color Amplitude Color Combined Other 


Doppler Doppler Velocity (specify) | (specify) 
Imaging 


See Below 


Pres 


P 
P 


See Below 


Musculo-skeletal 
Superficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
Applications- Small parts: breast, testes and thyroid 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 80 Np) 
cep C 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices 
510k) Number BZ $75 
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Aloka Co., Ltd. Mode! SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5713T 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Clinical Application PWD | CWD Color | Amplitude Color Combined | Other 
Doppler Doppler Velocity (specify) | (specify) 
Imaging 


© 


pthalmic 


= 


etal 


ser O 
aie om) 
[rr 
Small Organ (specify) 

Preset 
a 


Peripheral Vascular 


Pane e 
| Musculo-skeletal 
| Conventional 


| Musculo-skeletal 
Superficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Applications: Intraoperative- liver, pancreas and gall bladder. Small parts: breast, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


See Below 


See Below 


See Below 


(Division Sign-Off) 
Division of Reprod ive, Abdominal, 


and Radiological Devices n 
56 510(k) Number Á 2 g (5 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9101-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Color Amplitude Color Combined Other f 
Doppler Velocity (specify) | (specify) | 
Imaging 


Doppler 
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See Below 


| Abdominal 


ntraoperative (specify) 


See Below 


Small Organ (specify) 


Neonatal Cephalic 
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Adult Cephalic 


Transesophageal 


ie) 
= 
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Ff 
A 


Transrectal 


= 
m 


ansvaginal 


Transurethral 


Intravascular 


Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
| Superficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/P WD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


cay C 
(Division Sign-Off) 
A of Reproductive, Abdominal, 
and Radiological Devices 25 
510{k) Number CO BZB LS 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9102-3.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation . 
PWD | CWD Color Combined 


Velocity (specify) ! 
Imaging i 


Opthalmic 

| Abdominal 

| Intraoperative (specify) 

| Intraoperative Neurological 
| 


| Smali Organ (specify) 


Adult Cephalic 


rs 
i ee 
a 


Intravascular 


| Neonatal Cephalic 
| 


| Peripheral Vascular 


o 
Musculo-skeletal 
Conventional 
Musculo-skeletal 
Superficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Vanc 


(Division Sign-Off) 
Division of Reproductive, Abdominal, ge 


and Radiological Devices 2 
510k} Number pevices MAZZI O 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9104-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
Clinical Application A PWD | CWD Color | Amplitude Color Combined | Other 
Doppler Doppler Velocity (specify) | (specify) 
Imaging 


Opthalmic 
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| Laparoscopic = 
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See Below 
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See Below 
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Í Conventional g 
P 
Superficial 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 


| 
| 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


Applications: Intraoperative- liver, pancreas and gall bladder. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109 
tyl. 4 
(Division Sign-Off) 


Division of Reproductive, Abdominal, 


and Radiological. evic Ee arscrerthtes iene 
59 + 15106) Number a O03272? 25 
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Aloka Co., Ltd. Mode! SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9114-3.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


| 


Modes of operat operation 
PWD | CWD Color 


Doppler Doppler 


Combined 
(specify) 


Other 
(specify) 


Amplitude Color 
Velocity 
Imaging 


1 Clinical Application 


w 
C 
| Conventional 


Í Musculo-skeletal 
| Su perficial 


See Below 


See Below 
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N= new indication; P= previously cleared by FDA; E= added und by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


r 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off) 
Division of brah ariel Abdominal, 


and Radiological 
60 510(k) Nee a a. 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9115-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


= Modes of operation a 


PWD | CWD Color Amplitude Color Combined Other 
Doppier 


> O 
T = 
> 5, 
z, a 
a > 
= Š 
= 
= 
&> 
feg 
i) 
5 


Doppler Velocity (specify) anil 
Imaging 


| Opthaimic 


See Below 


I iaswaoperative (specify) 


| Intraoperative Neurological 


See Below 


| Small Organ (specify) 


Neonatal Cephalic 


| Adult Cephalic 


EEEE = 


ae 


= 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
cy C 


(Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices Lo2 42 35 
510k) Number 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9118 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


a j Modes of operation me e —] 


i 


| Clinical Application PWD | CWD Color | Amplitude Cofor Combined | Other 
Doppler Doppler Velocity (specify) (specify) | 
Imaging | 


a| 2 S$ 
7| = = 
TEE 
Z| E R 
F 
z 
ê, 
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See Below 


| Intraoperative Neurological 


i 
t 


Pediatric 


Small Organ (specify) 


Neonatal Cephalic 


j 
j 


Adult Cephalic 


Trausesophageal 


A 
w 
Es 
a 


Transrectal 


See Below 


| Transvaginal 


| Transurethral 


| Intravascular 


Peripheral Vascular 


Laparoscopic 


k 
| Musculo-skeletal 
į} Conventional 


| Musculo-skeletal 
| Superficial 


H 
í 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) _ 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off) 
Division of Reproduttive, Abdominal, 

and Radiological Devices 

510(k) Number Z 3 75 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9119 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Eea = 


~ Modes of operation 


Color | Amplitude Color Combined Other 
Doppler Velocity (specify) | (specify) | 
Imaging 


Doppler 
See Below ze 


A PWD | CWD 


Clinical Application 


Opthalmic 


i 
i 


H 


| Abdominal 


Intraoperative (specify) 


! Intraoperative Neurologica 


| Pediatric 


i 


Small Organ (specify) 


Neonatal Cephalic 
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Adult Cephalic 


Cardiac 


| Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


i 
H 
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| Laparoscopic 


| Musculo-skeletal 


Musculo-skeletal 
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= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


l 4 


(Division Sign-Off} 
Division of Reproductive, Abdominal, Ti 


and Radiologica! Devices 
63 510k Number LOIZZO. 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9120 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Combined 
(specify) 


A 


Opthalmic D 
C 


See Below 
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See Below 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Applications: Intraoperative- liver, pancreas, gall bladder A 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off) d 
Division of Reproductive, Abdominal, 


and Radiological Devices E 
510(k) Number eo MO OLD 22 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9121 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
nae “sé 


Í Clinical Application 


| Opthalmic 

| Abdominal 

Í Intraoperative (specify) 

$ 

! Intraoperative Neurological 
ea 
| 

| A 

j 


Color Amplitude Color Combined Other | 
Doppler Doppler Velocity (specify) | (specify) 
Imagiug 


Ze 
E 
Cae 
| 
| 


| Transesophageal 


| Transrectal 


m 
Transurethral 

Peripheral Vascular 
me 
| Musculo-skeletal 

| Conventional 

| Musculo-skeleta! 

| Superficial 

{ 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Vaney C 


(Division Sign- 
Division of Reproductive, Abdominal, 

and Radiological Devices 

510(k) Number —— S 44382875 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9126 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


PWD | CWD Color 
Doppler 


Combined 
(specify) 


Color 
Velocity 
Imaging 


Amplitude 
Doppler 


Other 
(specify) 


Í Abdominal 


Intraoperative (specify) 


© 
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en aT 
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C TT 
ew y] 
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| Transesophageal 
E 
Transvaginal a ee 


Transurethral 


lutravascular 


a 


Peripheral Vascular 


| Musculo-skeletal 
| Conventional 


| Musculo-skeletal 
| Superficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Applications: Abdominal and Gynecological, fetal Pees 
(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off| 
Division of Reproductive, Abdominal, 


and Radiological Devices y 12 23 25 


an STAK) Number 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9128 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 
| Modes of operation a 
ae T i 


Clinical Application Color Amplitude olor Combined Other 
Doppler 


Doppler Velocity (specify) 
Imaging 

ee 

eae 

eae DTA 

en rs | 

| Ttraoperative Neurological a 

ee ela 

En ME 

Pe 

o An 
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(specify) 
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See Below 


See Below 
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I Musculoskeletal 
| Conventional 


H Musculo-skeletal 
| Su perficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-52101 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


CWD Color 
Doppler 


Amplitude 
Doppler 


Combined 
(specify) 


(specify) 


oo 
iar 
| Intraoperative Neurological 
aa 
Í Conventional 
Musculo-skeletal 

Superficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE —- CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evatuation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off} l a 


Mhivision of Reproductive, Abdominal, 
wi Radiological Devices 
ski Number SS KOBEE72 lon ane emmma 
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See Below 


Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-52104 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


——! 


Modes of operation 


Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) | (specify) 
Imaging 
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N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional! Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) l 


cy C: 
(Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices zB 
570k) Number LORIS 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-52108 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


AOOO ESE E E E SRA 


Modes of operation 


— 


Clinical Application A PWD | CWD Color | Amplitude Color Combined Other 
; Doppler Doppler Velocity (specify) | (specify) | 
Imaging | 


| Abdominal 


' Intraoperative (specify) 
| 


oo e 


Intraoperative Neurological 


4l 


ansesophageal 
Transvaginal 


Neo 

d 
Tr: 
T 
ba 
Peripheral Vascular 
-o a 
| Musculo-skeletal 
Conventional 
| Musculo-skeletal 
i Superficial 
E 
= 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


i 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


Applications: Neonatal 

(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use (Per 21 CFR 801.109) 


7 ) Jame 


(Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices ME 23 72. 
510k) Number f ‘Alen AE 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-52109 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation re 
"pe 7 


Color Amplitude Color Combined Other 


Imaging 


(ae 
ame 
(ca a a 
r | 
| Intraoperative Neurological D 
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Doppler Doppler Velocity (specify) | (specify) 
E 


See Below 


Transvaginal 


Transurethral 


| Conventional 


| Muscuto-skeletal 


| Su perficial o] 


N= new indication; P= N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Intraoperative applications: Liver, pancreas, gall bladder i 
(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


E See Below 
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(Division Sign-Off} 
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and Radiological Devices 
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Aloka Co., Ltd. Model SSD-5500 V 6.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-MC11-8731 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


2 Oe 


PWD | CWD Color 
Doppler 
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2. 
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S, 
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S 


Combined 
(specify) 


Other 
(specify) | 


Color 
Velocity 
Imaging 


Amplitude 
Doppler 


| Clinical Application 


| Opthalmic 


Abdominal 


Intraoperative (specify) 


E E See Below 
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Intraoperative Neurological 


j 
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E E See Below 
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f Musculo-skeletal 
# Conventional 


| Musculo-skeletal 
| Superficial 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


Intraoperative applications: Liver, pancreas, gall bladder 
(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.199 
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